VA Western New York Healthcare System

REQUEST FOR WAIVER OF HIPAA AUTHORIZATION

	Principal Investigator:
	     
	Date:
	     

	   Title:
	     
	MIRB #:
	     



This form must be included with the project application when requesting a full or partial waiver of HIPAA authorization.
	TYPE OF REQUEST:

	 FORMCHECKBOX 

	Waiver of the HIPAA authorization requirement is required for recruitment purposes only.  HIPAA authorization will be sought from participants prior to enrollment.

	 FORMCHECKBOX 

	Waiver of HIPAA authorization requirement.

	 FORMCHECKBOX 

	Alteration of all or some of the elements of the HIPAA authorization requirement.

	IDENTIFIERS:

This is a request to use identifiable information in the conduct of this research study under a waiver of authorization.  

The identifiable information being used is: (check ALL that apply and provide an explanation if necessary)

	 FORMCHECKBOX 

	Patient / Participant names or names of participant’s relatives, employers, or household members

	 FORMCHECKBOX 

	Geographic subdivisions smaller than a state (including street address, city, county, precinct, and zip code)

	 FORMCHECKBOX 

	Dates directly related to an individual and/or ages over 89 (including, but not limited to date of birth or date of service)

	 FORMCHECKBOX 

	Telephone numbers and/or fax numbers

	 FORMCHECKBOX 

	Electronic mail addresses

	 FORMCHECKBOX 

	Social Security Numbers (including scrambled SSNs)

	 FORMCHECKBOX 

	Medical record numbers

	 FORMCHECKBOX 

	Health plan beneficiary numbers

	 FORMCHECKBOX 

	Account numbers

	 FORMCHECKBOX 

	Certificate / license numbers

	 FORMCHECKBOX 

	Vehicle identifiers and serial numbers, including license plate numbers

	 FORMCHECKBOX 

	Device identifiers and serial numbers

	 FORMCHECKBOX 

	Web universal resource locators (URLs)

	 FORMCHECKBOX 

	Internet protocol (IP) address numbers

	 FORMCHECKBOX 

	Biometric identifiers, including finger and voice prints

	 FORMCHECKBOX 

	Full face photographic images and any comparable images

	 FORMCHECKBOX 

	Other (please list):       


	ELIGIBILITY CRITERIA:
The Principal Investigator must check that the proposed research meets ALL of the following criteria in order to be eligible to submit a waiver request.

	 FORMCHECKBOX 

	The use or disclosure of protected health information involves no more than minimal risk to the individuals.

	 FORMCHECKBOX 

	The alteration or waiver will not adversely affect the privacy rights and welfare of the individuals.

	 FORMCHECKBOX 

	The research cannot be practicably conducted without the alteration or waiver.

	 FORMCHECKBOX 

	The research cannot be practicably conducted without access to and use of the protected health information.

	 FORMCHECKBOX 

	The privacy risk to individuals whose protected health information is to be used or disclosed are reasonable in relation to the anticipated benefits, if any, to the individuals and the importance of the knowledge that may reasonable be expected to result from the research.

	 FORMCHECKBOX 

	There is an adequate plan to protect the identifiers from improper use and disclosure.

	 FORMCHECKBOX 

	There is an adequate plan to destroy the identifiers at the earliest opportunity consistent with the conduct of the research, unless there is a health or research justification for retaining the identifiers or such retention is otherwise required by law.

	 FORMCHECKBOX 

	The protected health information will not be reused or disclosed to any other person or entity, except as required by law or for authorized oversight of the research project, or for other research for which the use or disclosure of the requested information would be permitted by the Privacy Rule.

	 FORMCHECKBOX 

	In accordance with 38 USC 7332 (applicable to drug abuse, alcohol abuse, HIV infection, and sickle cell anemia records) the purpose of the data is to conduct scientific research and that no personnel involved in the study may identify, directly or indirectly, any individual patient or subject in any report of such research or otherwise disclose patient or subject identities in any manner.

	JUSTIFICATION FOR WAIVER OR ALTERATION:

The Principal Investigator must provide a response for each of the items listed below if applicable.

	1.  Identify with specificity any individual, outside of the research team, who will use the identifiable information.  If none, state none.

     

	2.  The use of the requested information poses minimal risk to the privacy of the subjects because:

a. The identifiable information will be protected from improper use and disclosure by:

Detail how this will be accomplished including limitations of physical or electronic access to the information and other protections.

     
b. The identifiers will be destroyed at the earliest opportunity consistent with the research.  

Note:  Until a Records Control Schedule is published for research records, all records including identifiers must be retained.  The statement “Identifiers will be destroyed in accordance with the Records Control Schedule” will be acceptable.

     

	3.  The proposed study cannot be practicably conducted without a full or partial waiver of authorization because:

Discuss reasons why it would not be possible to conduct this study without this waiver.  Why is it not possible to obtain authorization from individual participants?

     

	4.  The proposed study cannot be done without the specified identifiable information because:

Discuss reasons why it would not be possible to conduct the research without the specific identifiable information being requested.  Explain the need for every item checked on page 1 of this form.

     

	5.  The use of 38 USC 7332 information (drug abuse, alcohol abuse, HIV infection, and sickle cell anemia records) requires specific justification.  Please provide justification for the use of this information.  

     

	6.  If requesting the waiver for only a certain portion or phase of the study, please specify to what portion or phase this waiver request pertains.

     

	INVESTIGATOR CERTIFICATION

By signature below, the Principal Investigator acknowledges the following:

	1.  The information listed in this waiver application is accurate and all the research project staff will comply with the HIPAA regulations and the criteria set forth in this waiver request.

2.  The protected health information described above is the minimum necessary in order to conduct the research.

3.  Even though a waiver may be granted, I acknowledge that it is still my responsibility to ensure that the rights and welfare of the participants are protected.

4.  The identifiable information will not be reused or disclosed to any other person or entity outside the VHA other than those identified in the protocol, except as require by law, for authorized oversight of this research study, or for other research for which the use or disclosure of the requested information would be permitted by the Privacy Rule.

______________________________________                                               _______________________

                    Principal Investigator                                                                                              Date


	TO BE COMPLETED BY THE IRB:

	For the IRB to approve a waiver of HIPAA authorization, a determination must be made that the following criteria have been met as required by 45 CFR 164.512(i)

	
	YES    NO

	1.  Does the use or disclosure of the protected health information involve no more than minimal risk to the privacy of individuals under criteria specified by the Privacy Rule?
	 FORMCHECKBOX 
      FORMCHECKBOX 


	a. Is there an adequate plan to protect the identifiers from improper use and disclosure?
	 FORMCHECKBOX 
      FORMCHECKBOX 


	b. Is there an adequate plan to destroy the identifiers at the earliest opportunity consistent with the conduct of the research?
	 FORMCHECKBOX 
      FORMCHECKBOX 


	i. If “no”, is there a health or research justification for retaining the identifiers or retention is required by law?
	 FORMCHECKBOX 
      FORMCHECKBOX 


	ii. If “yes”, please explain justification:

     

	c. Are there adequate written assurances that the protected health information will not be used or disclosed to any other person or entity, except as required by law?
	 FORMCHECKBOX 
      FORMCHECKBOX 


	2.  Could the research practicably be conducted without the waiver or alteration?
	 FORMCHECKBOX 
      FORMCHECKBOX 


	3.  Could the research practicably be conducted without access to and use of protected health information?
	 FORMCHECKBOX 
      FORMCHECKBOX 


	4.  Give a brief description of the protected health information for which use or access has been requested and to which the waiver would apply.

     

	5.  IRB determination to be filled out by a voting member of the IRB:

It has been determined that the waiver of authorization: 

(Note: To meet all required criteria, questions 1, 1a, 1b and 1c must be answered yes, and questions 2 and 3 must be answered no.)

 FORMCHECKBOX 
  has met the above criteria

 FORMCHECKBOX 
  has NOT met the above criteria



	6.  The waiver has been approved by:

 FORMCHECKBOX 
  Convened IRB Review

 FORMCHECKBOX 
  Expedited IRB Review




______________________________________



____________________

      Signature of Chair, Institutional Review Board





          Date

______________________________________



____________________

             Signature of VAWNYHS Privacy Officer





          Date
IRB Received:
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